Rule 5
Invasive in body orifice or stoma (not surgically)
OR

Figure 2: Medical Devices Classification of Invasive Devices 5,7
Figure 3: Illustrated example of CE mark 6 The classification rules are based on different criteria such as:
• the duration of contact with the patient
• the degree of invasiveness
• the part of the body affected by the use of the device
Once a CE mark has been obtained from a notified body a 'declaration of conformity' must be signed before you can place the CE mark on your product (Figure 1 ). This states that the manufacturer takes sole responsibility for the conformity within all the legal requirements to achieve a CE mark. CE marking ( Figure 3 ) means that the product can be marketed anywhere in the EU. 
Conclusions
A CE mark states that a product has been assessed before being placed on the market and satisfies legislative requirements of the applicable EC directives. It ensures that a product has 'free-movement' within the EU.
More and more medical devices are required to have a CE mark if they want to gain access to the EU market. In order to get a medical device to market a conformity assessment must be carried out. This proves that the medical device meets the essential requirements laid out in annex I of the Medical Devices Directive 1 .
Guidelines set down by MEDDEV 7 and rules shown in simple flowchart designs (Figure 2 ) help the manufacturer to determine the type of classification the device will fall under, as well as assisting in general navigation through the system.
Once the assessment has been successful, a CE mark can be placed on the product to show it has met the necessary requirements.
Companies should be aware that some of these directives may change in the coming months due to a review of the regulations. Published reviews, our experience and government and industry records were used to outline the complexities of this process, including how to determine the relevant type of classification and the steps that need to be taken to gain a CE mark.
Medical devices fall into three categories, each of which are governed by a different EU directive:
• Medical Devices Directive (93/42/EEC) 1
• Directive of Active Implantable Medical Devices (90/385/EEC) 2
• Directive of In Vitro Diagnostic Medical Devices (98/79/EC) 3 Each one encompasses guidelines relating to an individual product and whether it is required to bear a CE mark.
Medical devices are categorised by type (class) and the registration will include the type of device you sell. There are several classifications of medical devices -Class I, Class IIa, Class IIb and Class III (Figure 2 ). Class III contains the highest risk products.
WHAT IS CE MARKING? HOW TECHNOLOGIES ARE CLASSIFIED, AND HOW TO NAVIGATE THE SYSTEM
Methods
Hill D, Stewart D, Balman E -MAP BioPharma Limited, Cambridge, UK Affixing a CE mark to a product means that the manufacturer is declaring that the product meets all legal requirements as well as conforming to relevant product safety directives in the EU.
An identification number for a notified body needs to be placed below the CE mark to show it has been involved in the conformity assessment. It shows that the device has been checked and meets EU health and safety legislation. It also shows the product can be freely marketed anywhere in the European Union without further control.
CE marking is mandatory, but only applies to products that are covered by the subject matter of one or more of the New Approach Directives. The aim of this research was to clarify the process and requirements for gaining a CE mark.
